[image: A close up of a logo]




HRP-309 | 11/7/2025

WORKSHEET: Ancillary Review Matrix
What is an ancillary review?
· Ancillary reviews are reviews by other compliance groups or individuals. These reviews may be required by federal or state regulations, IRB policy, or institutional requirements, and must be obtained prior to study activation at WVU. While the information or documents requested during an ancillary review might be the same as what the IRB requires, these reviews are separate and distinct requirements. 	Comment by Kasandra Lambert: @Autumn Lindsay This document has been updated.
· Some ancillary reviews are completed outside of WRAP and the approvals are uploaded under “Other” in the Study SmartForm. Some ancillary reviews are initiated and completed in WRAP. Use the table below for guidance and to determine requirements. 
Who is responsible for obtaining necessary approvals?
· It is the responsibility of the researcher to understand which reviews are required and to initiate and complete the review at the recommended time. Researchers should not wait until submission in WRAP to determine which ancillary reviews will be required as some groups might require changes to documents that are best completed prior to submission.
How do ancillary reviews impact the IRB review and approval?
· The impact of an ancillary review group’s approval on the IRB’s review process varies. The table below provides the typical impact an ancillary review has on IRB review. However, all ancillary reviews should be obtained before study activation at WVU.
Are ancillary reviews required when the IRB review is conducted outside of West Virginia University (commercial IRB, external IRB
reviews)?
· Yes, all ancillary reviews and institutional requirements continue to apply even if WVU has ceded IRB review to an external IRB. 
Is this a comprehensive list of compliance requirements at WVU?
· No, this serves as a guide to compliance requirements at WVU related but other institutional requirements may apply. 
Notes: 
· In-system ancillary reviews are reviews by other compliance groups or individuals that inform the IRB’s review of a new study or a modification to an existing study. 
· In-system ancillary reviews may be assigned by either the researcher or the IRB.Once an ancillary review is initiated, researchers should work directly with those entities to ensure compliance. 
· The impact of an ancillary review group’s approval on the IRB’s review process varies.  
· Typically, final IRB approval is held until the ancillary group concludes their review. 
· In some instances, the IRB will not initiate its review without documentation of approval by critical review entities.
· In rare instances, either the ancillary review group or an IRB member may request deviations from the typical review path. An IRB member may recommend holding a submission until an ancillary approval is granted from a key committee OR an ancillary review group may recommend IRB review move forward while a required approval is still pending.
· WVU OHRP and the WVU IRB reserve the right to assign ad-hoc ancillary reviews to appropriate individuals at the university, when needed.

The table below highlights the ancillary review groups available and illustrates the typical impact an ancillary review has on IRB review. Please contact the WVU OHRP or relevant ancillary review contacts (listed below) with any questions about the ancillary review process or specific requirements.[endnoteRef:2]  [2: ] 

	Organization
	Review Type
	Ancillary Review Triggered by
	Affected IRB Submission Types
	Contact Info
	How to Obtain Review
	Impact on IRB Review
(prior to, after, or parallel with)

	In System
	
	
	
	
	
	

	Radiation Safety
	Radiation Safety Committee
	radioactive materials or ionizing radiation used solely for research
	Initial Review or when changed or added
	

radiationsafety@hsc.wvu.edu
	Ancillary review is auto-initiated based on response to Study SmartForm Question. 
	Prior or Parallel – Auto initiated

Required

	Investigational Drug Services
	Investigational Drug Services Review
	All research using investigational drug or biologic
	Initial Review
	WVUHPharmacyInvestigationalDrugTeam@wvumedicine.org
	Ancillary review is auto-initiated based on response to Study SmartForm Question.
	Prior or Parallel –  Auto initiated

Notification only

	WVU OHRP
	eConsent review
	Research using electronic informed consent
	Initial review; when changed
	econsent@mail.wvu.edu
	Add eConsent review if using electronic informed consent process
	Parallel
 
Required

	Privacy Board
	HIPAA Privacy Review
	HIPAA Waiver Request
	Initial review; when changed or added
	irb@mail.wvu.edu
	Add HIPAA Privacy Review if accessing electronic medical records prior to obtaining HIPAA authorization or if requesting a waiver of authorization for the entire study 
	Parallel

Required


	Export Control
	Export Control
	International Research
	Initial review; when changed or added
	exportcontrol@mail.wvu.edu
	Add Export Control if research is being conducted internationally or if data is being transferred from/to WVU from/to an international site.
	Parallel 

Recommended for International Research Sites



	Managed in System but Not an Ancillary Review
	
	
	
	
	
	

	Conflict of Interest Office
	Conflict of Interest (COI)
	Conflict of interest disclosure
	Initial review
Modification
Continuing review
	coi@mail.wvu.edu 
	Disclosure Forms and Guidance | Conflict of Interest Office | West Virginia University (wvu.edu)
	Parallel

	Outside of System – Prior to IRB submission
	
	
	
	
	
	

	Environmental Health and Safety
	Institutional Biosafety Committee (IBC)
	All research involving recombinant and synthetic nucleic acids, as well as other biohazards
	Initial Review
Modifications
	Biosafety@WVUHSC.onmicrosoft.com 
	IBC Protocol Submissions and Forms | Environmental Health & Safety | West Virginia University (wvu.edu)
	Prior  - Include IBC registration number in protocol or attach approval in Other Attachments in submission

Required, when applicable

	WVU Cancer Institute Clinical Research Unit
	Protocol Review and Monitoring Committee (PRMC) – Scientific Review
	All cancer related research
	Initial Review
	wvucictru@hsc.wvu.edu 
	PRMC Submission | WVU Cancer Institute Clinical Research Unit
	Prior – attach approval in Other Attachments in submission

Required

	Other requirements
	
	
	
	
	
	

	Training
	Human Subjects Research Training
	All
	All
	irb@mail.wvu.edu
	See HRP-103 - Investigator Manual 
	Prior
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